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1 . This opinion contains indications relating to the following items: 



IE! 


Box No. I 


□ 


Box No. II 




Box No. Ill 


□ 


Box No. IV 




Box No. V 


□ 


Box No. VI 


□ 


Box No. VII 


□ 


Box No. VIII 



Basts of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 43&/>.l(aX0 with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 
Certain observations on the international application 

2 FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will be considered to be a written opinion of the 
International Preliminary Examining Authority ("IPEA") except that this does not apply where the applicant chooses an 
Authority other than this one to be the IPEA and the chosen IPEA has notified the International Bureau under Rule 66. lbis(b) 
that written opinions of this International Searching Authority will not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to submit to the 
IPEA a written reply together, where appropriate, with amendments, before the expiration of 3 months from the date of mailing 
of Form PCT/ISA/220 or before the expiration of 22 months from the priority date, whichever expires later. 
For further options, see Form PCT/ISA/220. 

3. For further details, see notes to Form PCT/ISA/220. 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 


International application No. 
PCT/US05/09307 


Box No. I Basis of this opinion 


1 . With regard to the language, this opinion has been established on the basis of: 




^ the international application in the language in which it was filed 




1 1 a translation of the international application into , which is the language of a translation furnished for the purposes of 

international search (Rules 12.3(a) and 23.1(b)). 


2. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessary to the claimed 
invention, this opinion has been established on the basis of: 


a. type of material 




(3 a sequence listing 




1 1 table(s) related to the sequence listing 




b. format of material 




1X1 on paper 




1X1 in electronic form 




c. time of filing/furnishing 




1 1 contained in the international application as filed 




b$ filed together with the international application in electronic form. 




1 1 furnished subsequently to this Authority for the purposes of search. 




3. IXI In addition, in the case that more than one version or copy of a sequence listing and/or table(s) relating thereto has been filed 
or furnished, the required statements that the information in the subsequent or additional copies is identical to that in the 
application as filed or does not go beyond the application as filed, as appropriate, were furnished. 


4. Additional comments: 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCT/US05/O9307 



Box No. HI Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 



The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non-obvious), or to be 
industrially applicable have not been examined in respect of: 

[ | the entire international application 
EX] claims Nos. 6-9 and 14.17 
because: 

□ 

the said international application, or the said claim Nos. relate to the following subject matter which does not require 

an international search (specify): 



the description, claims or drawings (indicate particular elements below) or said claims Nos. 6-9 and 14-17 are so unclear that 
no meaningful opinion could be formed (specify): 

The indicated claims are improper multiple dependent claims as per PCT Rule 6.4(a). 



□ 

the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion could be 

formed (specify): 



no international search report has been established for said claims Nos. 



□ 

a meaningful opinion could not be formed without the sequence listing; the applicant did not, within the 
prescribed time limit: 

□ 

furnish a sequence listing on paper complying with the standard provided for in Annex C of the 
Administrative Instructions, and such listing was not available to the International Searching Authority 
in a form and manner acceptable to it. 

furnish a sequence listing in electronic form complying with the standard provided for in Annex C of 
the Administrative Instructions, and such listing was not available to the International Searching 
Authority in a form and manner acceptable to it. 

pay the required late furnishing fee for the furnishing of a sequence listing in response to an invitation 
under Rules 13 ter. 1(a) or (b). 

□ 

a meaningful opinion could not be formed without the tables related to the sequence listings; the applicant did 
not, within the prescribed time limit, furnish such tables in electronic form complying with the technical 
requirements provided for in Annex C-bis of the Administrative Instructions, and such tables were not available 
to the International Searching Authority in a form and manner acceptable to it. 

the tables related to the nucleotide and/or amino acid sequence listing, if in electronic form only, do not comply 
with the technical requirements provided for in Annex C-bis of the Administrative Instructions. 

I I Sec Supplemental Box for further details. 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 


International application No. 
PCT/US05/09307 


Box No. V Reasoned statement under Rule 43 bis. 1(a) (i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 


1. Statement 








Novelty (N; 


Claims 1 and 3 




YES 


Claims 2.4. 5. and 10-13 


NO 


Inventive step (IS) 


Claims 1 and 3 




YES 


Claims 2.4, 5, and 10-13 


NO 


Industrial applicability (IA) 


Claims 1-5 and 10-13 




YES 


Claims NONE 




NO 











2. Citations and explanations: 



Claims 2, 4, and 5 lack novelty under PCT Article 33(2) as being anticipated by anticipated by Koike et al (US Patent No. 6,018,032, 
see entire document). 

Koike et al. teach the sequences of antibodies that comprise the CDR sequences of SEQ ID NO: 23 and 38 (see entire 
document, particularly sequences #49 and 50 of Koike et al.) Note that the claims do not require the presence of all three recited CDRs. 
As such, the antibodies disclosed by Koike et al. contain the structural elements recited in the claim and as such would have the inherent 
ability to bind myostatin even though Koike et al. do not disclose this functional property of their antibody. Therefore, the prior art 
anticipates the claimed invention. 



Claims 10-13 lack novelty under PCT Article 33(2) as being anticipated by Lee et al. (US Patent No. 6,096,506, see entire document). 

Lee et al. teach monoclonal and polyclonal antibodies that specifically bind myostatin as well as methods of producing such 
antibodies (see entire document, particularly the claims). These methods include injecting animals with polypeptides comprising the 
recited sequences, and screening for antibodies that bind myostatin (see particularly Example 4 and lines 18-29 of column 8). As such, 
the prior art anticipates the claimed inventioa 



Claims 10-13 lack novelty under PCT Article 33(2) as being anticipated by Grobet et al. (US Patent No. 6, 103,466, see entire 
document). 

Grobet et al. teach monoclonal and polyclonal antibodies that specifically bind myostatin as well as methods for their 
production and screening (see particularly from line 12 of column 21 to line 12 of column 23). Therefore, the prior art anticipates the 
claimed invention. 



Claims I and 3 meet the criteria set out in PCT Article 33(2>(3), because the prior art does not appear to teach or fairly suggest the 
combination of all three heavy chain CDRs recited in claim 3 into a single antibody heavy chain nor does it appear to teach or suggest 
the pairing of the heavy and light chain sequences recited in claim 1. 



Claims 1-5 and 10-13 meet the criteria set out in PCT Article 33(4), and thus have industrial applicability because the subject matter 
claimed can be made or used in industry. 
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NOTES TO FORM PCT/IS V220 



These Notes are intended to give ihe basic insiruciians concerning the filing of amendments under Article 19. The 
Notes are bas?d on the requirement of the Patent Cooperation Treaty, the Regulations and the Administrative 
Instructions under that Treaty. In case of discrepancy between ihef^r Notes and those requirements, the latter an? 
applicable. For more detailed information, see ajso the PCT Applicant s Guide, a publication of WIPO. 

In these Noies. "Article." "Rule'" and 'Section" refer to the provision* of the PCT. the PCT Regulations and the PCT 
Administrative Instructions, respectively 



INSTRUCTIONS CONCERNING AMENDMENTS UNDER ARTICLE 1 9 



The applicant has. after having received the international search report, one opportumry to amend the claims of the 
international application It should however be emphasized that, since all parrs of the international application (claims, 
description and drawings) may be amended dunng the internal lona I preliminary examination procedure, there is usually 
no need to file ; mendmenls of the claims under Article 19 except where i g the applicant wants the latter to be published 
for the purposes of provisional protection or has another reason for amending the claims before international publication. 
Furthermore, it should be emphasized thai pro* tsional protection is av t table in some Stales only 

What parts of she international application may be amended ? 

Under Article J 9. only the claims may be amended 

Dunng the international phase, the claims may also be amencca tor further amended) under Article 54 before 
the International Preliminary Examining Authority The at sen ption and drawings may only be amended 
under Article 34 before the International Preliminary Examining Authority 

Upon entry into the national phase, all pari* of the interna tior.il application may be amended under Article 28 
or. where applicable. Article 41 



When ? Wit tin 2 months from the date of transmittal of the international search report or 16 months (torn the priority 
date, whichever time limit expires Jarer. It should be noted, however, that the amendments will be considered 
as having been received on time if they are received by the International Bureau after the expiration of the 
applicable time limit but before the completion of the technical preparations for international publication 
(Rule 46. 1). 



Where not to file the amendments ? 

The amendments may only be filed with the Internationa/ Bureau and not with the receiving Office or the 
fme/naiionaJ Searching Author;^ (Rule 46 2). 

Where a demand for international preliminary examination has been/is filed, see below 



How *' tuner by cancelling one or more entire claim* t- .-Jdme one .ir more new claims or by amending the text of 
one or more of the claims as filed 

A replacement sheet must be submitted for each sheet of the claims which, on account of an amendment or 
jmendments. differs from the sheet ongmally filed 

All the claims appearing on a replacement sheet must be numbered in Arabic numerals. Where a claim is 
can ;elJed. no renumbering of the other claims is required In all cases where claims are renumbered, they must 
be renumbered consecutively (Administrative Instructions. Section 205(bJ). 

The amendments must be made in the language in which the international application is to be published. 



What documents must/may accompany the amendments ? 
Letter (Section 205(b)): 

The amendments must be submitted with a letter 

The letter will not be published with the international application and the amended claims. It should not be 
confused with the "Statement under Article 19(1)" (sec belo*. under "Statement under Article 19(1)"). 

The letter must be in English or French, at Ihe choice of the applicant. However, if the language of the 
international application is English, the letter must be in English; if Che language of the international 
application is French, ine letter must he iri J^rencfj. 

, : : 

Notes 10 Form P&MS A/220 (first sheet) tiuly 1998: reprint Apnl -002 J 
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f fOTESTO FORM PCT/1S A/220 {continued) 

The letter must indicate tb i differences between the claims as filed and ihe claims as amended, b must, in 
particular, indicate, in cortnrction w ith each claim appearing in the international application (it being understood 
that identical indications concerning several claims may be grouped), whether 

(i) the claim is unchanged. 

(ii) the claim is cancelled- 
(iu) the claim is new; 

i:vj ihe claim replaces one or more claims as nled, 

(v) the claim is ihe result of the division of a claim as Hied. 

The following examples illustrate the manner in which amendments must be explained in the accompanying 
letter: 



[Where onginaJly i 
■Claims I ro 29, 3 1 . 3^ 
claims 30. 33 and 36 i 



* I 



| were 48 claims and after amendment of some claims there are 51 J: 
, 34. 35. 37 to 48 replaced by amended claims bearing the same numbers; 
bchanged, new claims 49 to 51 added " 

T (Where onginaJly there were 15 claims and after amendment of all claims ihere are I IJ: 
"Claims I to I 5 replaced by amended claims I to I I * 

f JVhere originally thele were 14 claims and the amendments consist in cancelling some claims and in 
addjng net* claims]: I 

"Claims I to 6 and I4linchanged, claims 7 to 13 cancelled, new claims 15. )6 and 17 added.'* or 
.♦"Claims*? to 15 cancelled; new claims 15. 16 and P added; all other claims unchanged/' 

4 f (^ ere v *nous kinds (of amendments are made]: 

."fjlaims 1-10 unchanged, claims 11 to 13. 18 and 19 cancelled; claims 14, 15 and 1 6 replaced by amended 
claim 14; ,:laicn 17 subdivided into amended claims 15. 16 and 17, new claims 20 and 21 added" 
• * J 
-Siatemen* under Article 19(1)" (Rule 46.4) 

Trfe,.a*mendnienis cnay t 
^hat such amendments 
Article 19(1)1. 



[accompanied by a statement explaining the amendments and indicating any impact 
light have on the description and the drawings (which cannot be amended under 



The statement wild be published with the international application and (he amended claims. 
It must be in the Language in which the international application is to be published. 
Ir must be bnef. not exceeding 500 words if in English or if translated into English. 

It should not be contused with and does not replace the letter indicating the differences between the claims 
as (lied and as amended) It must be filed on a separate sheet and must be identified as such by a heading, 
preferably by using the feords "Statement under Article 19(1)." 

It may not contain any disparaging comments on the international search report or the relevance of citations 
contained in that report. (Reference ro citations, relevant to a given claim, contained in the international search 
report may be ma*Je onlj in connection uitb an amendment of thai claim 



Consequence if a demand h>r international preliminary examination has already been filed 

If. at the time of filing liny amendments and any accompanying statement, under Article 19, a demand for 
international pre/ 1 m inaryfex a rninat ton has already been submitted, the applicant must preferably, at the time of 
filing. Ihe amendments land any statement) with the fmemational Bureau, also file with the International 
Preliminary Exarcuntng Authority a copy of such amendmeois (and of any statement) and, where required, a 
translation of such amendments for the procedure before chat Authority (see Rules 55.3(a) and 62.2, first 
sentence). For fimher tiformauon. see the Notes to the demand form (PCT7IPEA/40I). 

Consequence with regard to translation of the international application for entry into the national phase 

The applicants inentioij is drawn to the fact that, upon entry into the national phase, a translation of the 
claims as amende*! under Article 19 may have to be furnished to the designated/elected Offices, instead of, or 
m addition io, the translation of the claims as filed 



For further details on 
Volume II. 



tie requirements of each designa led elected Office, see the PCT Applicant's Guide, 
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